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application (NDA) 022465/S–010, 
VOTRIENT (pazopanib hydrochloride) 
Tablets, application submitted by Glaxo 
Wellcome Manufacturing Pte Ltd. doing 
business as GlaxoSmithKline. The 
proposed indication (use) for this 
product is for the treatment of patients 
with advanced soft tissue sarcoma (STS) 
who have received prior chemotherapy. 
The phase 3 STS trial population 
excluded patients with adipocytic STS 
or gastrointestinal stromal tumors. 

During the afternoon session, the 
committee will discuss NDA 022576, 
with the proposed trade name 
TALTORVIC (ridaforolimus) Tablets, 
application submitted by Merck Sharp & 
Dohme Corp. The proposed indication 
(use) for this product is for the treatment 
of adult and pediatric patients (aged 13 
through 17 years with weight over 100 
lb or 45.4 kg) with metastatic soft tissue 
sarcoma or bone sarcoma as a 
maintenance therapy for patients who 
have completed at least 4 cycles of 
chemotherapy without evidence of 
disease progression. 

FDA intends to make background 
material available to the public no later 
than 2 business days before the meeting. 
If FDA is unable to post the background 
material on its Web site prior to the 
meeting, the background material will 
be made publicly available at the 
location of the advisory committee 
meeting, and the background material 
will be posted on FDA’s Web site after 
the meeting. Background material is 
available at http://www.fda.gov/ 
AdvisoryCommittees/Calendar/ 
default.htm. Scroll down to the 
appropriate advisory committee link. 

Procedure: Interested persons may 
present data, information, or views, 
orally or in writing, on issues pending 
before the committee. Written 
submissions may be made to the contact 
person on or before March 6, 2012. Oral 
presentations from the public will be 
scheduled between approximately 10:30 
a.m. to 11 a.m. and 3:30 p.m. to 4 p.m. 
Those individuals interested in making 
formal oral presentations should notify 
the contact person and submit a brief 
statement of the general nature of the 
evidence or arguments they wish to 
present, the names and addresses of 
proposed participants, and an 
indication of the approximate time 
requested to make their presentation on 
or before February 27, 2012. Time 
allotted for each presentation may be 
limited. If the number of registrants 
requesting to speak is greater than can 
be reasonably accommodated during the 
scheduled open public hearing session, 
FDA may conduct a lottery to determine 
the speakers for the scheduled open 
public hearing session. The contact 

person will notify interested persons 
regarding their request to speak by 
February 28, 2012. 

Persons attending FDA’s advisory 
committee meetings are advised that the 
Agency is not responsible for providing 
access to electrical outlets. 

FDA welcomes the attendance of the 
public at its advisory committee 
meetings and will make every effort to 
accommodate persons with physical 
disabilities or special needs. If you 
require special accommodations due to 
a disability, please contact Caleb Briggs 
at least 7 days in advance of the 
meeting. 

FDA is committed to the orderly 
conduct of its advisory committee 
meetings. Please visit our Web site at 
http://www.fda.gov/ 
AdvisoryCommittees/ 
AboutAdvisoryCommittees/ 
ucm111462.htm for procedures on 
public conduct during advisory 
committee meetings. 

Notice of this meeting is given under 
the Federal Advisory Committee Act 
(5 U.S.C. app. 2). 

Dated: January 31, 2012. 
Jill Hartzler Warner, 
Acting Associate Commissioner for Special 
Medical Programs. 
[FR Doc. 2012–2462 Filed 2–2–12; 8:45 am] 
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SUMMARY: The Advisory Committee on 
Commercial Operations of Customs and 
Border Protection (COAC) will meet on 
February 21, 2012, in Washington, DC. 
The meeting will be open to the public. 
As an alternative to on-site attendance, 
U.S. Customs and Border Protection 
(CBP) will also offer a live webcast of 
the COAC meeting via the Internet. 
DATED: COAC will meet on Tuesday, 
February 21, 2012, from 10 a.m. to 4 
p.m. Please note that the meeting may 
close early if the committee has 
completed its business. 
REGISTRATION: If you plan on attending 
via webcast, please register online at 

https://apps.cbp.gov/te_registration/ 
?w=73 by close-of-business on February 
17, 2012. Please feel free to share this 
information with interested members of 
your organizations or associations. If 
you plan on attending on-site, please 
register either online at https:// 
apps.cbp.gov/te_registration/?w=72, or 
by email to tradeevents@dhs.gov, or by 
fax to (202) 325–4290 by close-of- 
business on February 17, 2012. 

If you have completed an online 
webcast registration and wish to cancel 
your registration, you may do so at 
https://apps.cbp.gov/te_registration/ 
cancel.asp?w=73. If you have completed 
an online on-site registration and wish 
to cancel your registration, you may do 
so at https://apps.cbp.gov/ 
te_registration/cancel.asp?w=72. 
ADDRESSES: The meeting will be held at 
U.S. Access Board Conference, 1331 F 
Street NW., Suite 800 in Washington, 
DC 20004. All visitors report to the 
lobby in the building. 

For information on facilities or 
services for individuals with disabilities 
or to request special assistance at the 
meeting, contact Ms. Wanda Tate, Office 
of Trade Relations, U.S. Customs and 
Border Protection at (202) 344–1661 as 
soon as possible. 

To facilitate public participation, we 
are inviting public comment on the 
issues to be considered by the 
committee as listed in the ‘‘Agenda’’ 
section below. 

Comments must be submitted in 
writing no later than February 15, 2012, 
and must be identified by USCBP– 
2012–0001 and may be submitted by 
one of the following methods: 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the 
instructions for submitting comments. 

• Email: Tradeevents@dhs.gov. 
Include the docket number in the 
subject line of the message. 

• Fax: (202) 325–4290. 
• Mail: Ms. Wanda Tate, Office of 

Trade Relations, U.S. Customs and 
Border Protection, 1300 Pennsylvania 
Avenue NW., Room 5.2A, Washington, 
DC 20229. 

Instructions: All submissions received 
must include the words ‘‘Department of 
Homeland Security’’ and the docket 
number for this action. Comments 
received will be posted without 
alteration at http://www.regulations.gov, 
including any personal information 
provided. 

Docket: For access to the docket to 
read background documents or 
comments received by the COAC, go to 
http://www.regulations.gov. 

There will be three public comment 
periods held during the meeting on 
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February 21, 2012. On-site speakers are 
requested to limit their comments to 
three (3) minutes. Contact the 
individual listed below to register as a 
speaker. Please note that the public 
comment period for on-site speakers 
may end before the time indicated on 
the schedule that is posted on the CBP 
web page at the time of the meeting. 
Comments can also be made 
electronically anytime during the COAC 
meeting webcast, but please note that 
webcast participants will not be able to 
provide oral comments. Comments 
submitted electronically will be read 
into the record during the three (3) 
public comment periods. 
FOR FURTHER INFORMATION CONTACT: Ms. 
Wanda Tate, Office of Trade Relations, 
U.S. Customs and Border Protection, 
1300 Pennsylvania Avenue NW., Room 
5.2A, Washington, DC 20229; telephone 
(202) 344–1440; facsimile (202) 325– 
4290. 

SUPPLEMENTARY INFORMATION: Notice of 
this meeting is given under the Federal 
Advisory Committee Act, 5 U.S.C. App. 
(Pub. L. 92–463). The COAC provides 
advice to the Secretary of Homeland 
Security, the Secretary of the Treasury, 
and the Commissioner of U.S. Customs 
and Border Protection (CBP) on matters 
pertaining to the commercial operations 
of CBP and related functions within 
DHS or the Department of the Treasury. 

Agenda 
The COAC will hear from the 

following subcommittees on the topics 
listed below and then will review, 
deliberate, and formulate 
recommendations on how to proceed on 
those topics: 

• The work of the Global Supply 
Chain Security Air Cargo Subcommittee: 
Air Cargo Advance Screening (ACAS) 
strategic plan for public release. 

• The work of the One U.S. 
Government at the Border 
Subcommittee: Discussions on the 2012 
subcommittee work plan. 

• The work of the Intellectual 
Property Rights (IPR) Enforcement 
Subcommittee: IPR Distribution Chain 
Management concept. 
Prior to the COAC taking action on any 
of these topics of the three above- 
mentioned subcommittees, members of 
the public will have an opportunity to 
provide comments orally or, for 
comments submitted electronically 
during the meeting, by reading the 
comments into the record. 

The COAC will also receive an update 
and discuss the following Initiatives and 
Subcommittee topics that were 
discussed at its December 7, 2011 
meeting: 

• The National Supply Chain 
Security Strategy. 

• The CBP Initiatives of the Customs 
and Trade Partnership Against 
Terrorism (C–TPAT) program and 
Beyond the Border (BTB)—Report by 
the Global Supply Chain Security Land 
Border Subcommittee. 

• The automation of Ocean and Rail 
manifest, Cargo Release, and other CBP 
automation pilots in the Automated 
Commercial Environment (ACE). 

• Centralization of single transaction 
bonds and Coordination of bond issues 
that apply to other subcommittees— 
Report by the Bond Subcommittee. 

• The evaluation plan regarding 
Centers of Expertise and Simplified 
Entry pilot—Report by the Trade 
Facilitation Subcommittee. 

• Feedback received by the agency on 
previously submitted 
recommendations—Report by the AD/ 
CVD Subcommittee. 

• Feedback received by the agency on 
previously submitted 
recommendations—Report by the Role 
of the Broker Subcommittee. 

Dated: January 31, 2012. 
Maria Luisa O’Connell, 
Senior Advisor for Trade, Office of Trade 
Relations. 
[FR Doc. 2012–2478 Filed 2–2–12; 8:45 am] 
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SUMMARY: The proposed information 
collection requirement described below 
has been submitted to the Office of 
Management and Budget (OMB) for 
review, as required by the Paperwork 
Reduction Act. The Department is 
soliciting public comments on the 
subject proposal. 

Individuals interested in conducting 
Uniform Physical Condition Standards 
inspections on behalf of PIH–REAC are 
requested to complete this form. The 
form is a questionnaire that provides 
PIH–REAC with basic background 
information about the individual’s 
inspection skills and abilities. 
DATES: Comments Due Date: March 5, 
2012. 

ADDRESSES: Interested persons are 
invited to submit comments regarding 
this proposal. Comments should refer to 
the proposal by name and/or OMB 
approval Number (2577–0243) and 
should be sent to: HUD Desk Officer, 
Office of Management and Budget, New 
Executive Office Building, Washington, 
DC 20503; fax: (202) 395–5806. Email: 
OIRA_Submission@omb.eop.gov. Fax: 
(202) 395–5806. 
FOR FURTHER INFORMATION CONTACT: 
Colette Pollard., Reports Management 
Officer, QDAM, Department of Housing 
and Urban Development, 451 Seventh 
Street SW., Washington, DC 20410; 
email Colette Pollard at Colette. 
Pollard@hud.gov or telephone (202) 
402–3400. This is not a toll-free number. 
Copies of available documents 
submitted to OMB may be obtained 
from Ms. Pollard. 
SUPPLEMENTARY INFORMATION: This 
notice informs the public that the 
Department of Housing and Urban 
Development has submitted to OMB a 
request for approval of the Information 
collection described below. This notice 
is soliciting comments from members of 
the public and affecting agencies 
concerning the proposed collection of 
information to: (1) Evaluate whether the 
proposed collection of information is 
necessary for the proper performance of 
the functions of the agency, including 
whether the information will have 
practical utility; (2) Evaluate the 
accuracy of the agency’s estimate of the 
burden of the proposed collection of 
information; (3) Enhance the quality, 
utility, and clarity of the information to 
be collected; and (4) Minimize the 
burden of the collection of information 
on those who are to respond; including 
through the use of appropriate 
automated collection techniques or 
other forms of information technology, 
e.g., permitting electronic submission of 
responses. 

This notice also lists the following 
information: 

Title of Proposal: Inspector Candidate 
Assessment Questionnaire. 

OMB Approval Number: 2577–0243. 
Form Numbers: HUD–50002. 
Description of the Need for the 

Information and Its Proposed Use: 
Individuals interested in conducting 

Uniform Physical Condition Standards 
inspections on behalf of PIH–REAC are 
requested to complete this form. The 
form is a questionnaire that provides 
PIH–REAC with basic background 
information about the individual’s 
inspection skills and abilities. 

Frequency of Submission: On 
occasion. 

VerDate Mar<15>2010 20:48 Feb 02, 2012 Jkt 226001 PO 00000 Frm 00043 Fmt 4703 Sfmt 4703 E:\FR\FM\03FEN1.SGM 03FEN1tk
el

le
y 

on
 D

S
K

3S
P

T
V

N
1P

R
O

D
 w

ith
 N

O
T

IC
E

S

mailto:OIRA_Submission@omb.eop.gov
mailto:Colette.Pollard@hud.gov
mailto:Colette.Pollard@hud.gov

		Superintendent of Documents
	2013-05-02T08:46:32-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




